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2. This REPORT consists of a total of 5 sheets, including this cover sheet. 
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These annexes consist of a total of sheets. 



3. This report contains indications relating to the following items: 

Basis of the opinion 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Rule 66.2(a)(ii) with regard to novelty, inventive step or industrial aDDlicabflihr 
citations and explanations supporting such statement muusinai appiicaointy, 

Certain documents cited 

Certain defects in the international application 

Certain observations on the international-application 
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INTERNATIONAL PRELIMINARY 

EXAMINATION REPORT Internationa, application No. PCT/1B 0304053 

I. Basis of the report 

and are no, annexed to •» «,po rt *>,ce , hsy * no, c^£2»EEp££ mre%3 70. fiff™ 1 * " M " 
Description, Pages 

1 " 31 as originally filed 

Claims, Numbers 

1 " 10 as originally filed 

These elements were available or furnished to this Authority in the following language: , which is: 

□ the language of a translation furnished for the purposes of the international search (under Rule 23 1 (b)) 

□ the language of publication of the international application (under Rule 48 3(b)) 

D "x^S^^T^ ' ^ ** " intemati ° nal examination (under 

3. With regard to any nucleotide and/or amino acid sequence disclo«!Pd in th Q > n *^~*- , 

.nternational preliminary examination was carried oSStE fX J^cXi^ app " Cat,on ' the 

□ contained in the international application in written form. 

□ filed together with the international application in computer readable form. 

□ furnished subsequently to this Authority in written form. 

□ furnished subsequently to this Authority in computer readable form. 

□ The statement that the subsequently furnished written seaupnr^ iktinn rinac ™* ~ u , , 

in the international application as filed has been burnished 9 9 bey ° nd the disc| osure 

□ The statement that the information recorded in comouter reariahi* fnrm ie i * 

listing has been furnished. computer readable form is identical to the written sequence 

4. The amendments have resulted in the cancellation of: 

□ the description, pages: 

□ the claims, Nos.: 

□ the drawings, sheets: 

5. □ This report has been established as if (some of) the ampnrimpnk h*H no+ 

been considered to go beyond the disclosure as 1 , Hed ^ * b66n made ' s,nce the y have 

fS%3* aCGment sheetContaini ^^ h amendments must be referred to under item 1 and annexed to this 

6. Additional observations, if necessary: 
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III. Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 

1. The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non- 
obvious), or to be industrially applicable have not been examined in respect of: 

□ the entire international application, 
IS claims Nos. 4, 6, 7,10 

because: 

S the said international application, or the said claims Nos. 4, 6, 7,10 with respect to I.A. relate to the 
following subject matter which does not require an international preliminary examination (specify): 

see separate sheet 

□ the description, claims or drawings (indicate particular elements below) or said claims Nos are so unclear 
that no meaningful opinion could be formed (specify): 

□ the claims, or said claims Nos. are so inadequately supported by the description that no meaningful opinion 
could be formed. ° r 

□ no international search report has been established for the said claims Nos. 

2. A meaningful international preliminary examination cannot be carried out due to the failure of the nucleotide and/ 
or amino acid sequence listing to comply with the standard provided for in Annex C of the Administrative 
Instructions: 

□ the written form has not been furnished or does not comply with the Standard. 

□ the computer readable form has not been furnished or does not comply with the Standard. 

V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability- 
citations and explanations supporting such statement y ' 

1. Statement 



Novelty (N) 


Yes: 


Claims 


3 




No: 


Claims 


1-2, 4-10 


Inventive step (IS) 


Yes: 


Claims 






No: 


Claims 


1-10 


Industrial applicability (IA) 


Yes: 


Claims 


1-3,5,8-9 




No: 


Claims 





2. Criaticns and explanations 
see separate sheet 
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Re Item III 

Claims 4, 6, 7,10 relate to subject-matter considered by this Authority to be covered by the 
provisions of Rule 67.1(iv) PCT. Consequently, no opinion will be formulated with respect 
to the industrial applicability of the subject-matter of these claims (Article 34(4)(a)(i) PCT). 

Re Item V 

The documents cited in the International Search Report (ISR) are numbered in the order 
of their listing. Unless otherwise specified, reference is made to the passages cited in the 
search report. 

1 . D1 and D2 both disclose a combination of Imatinib (STI571) with other anti-leukemic 
agents, such as the histone deacetylase inhibitor trichostatin A, for the treatment of 
chronic myelogenous leukemia (CML), in particular for the treatment of imatinib- 
resistant leukemia. 

D1 and D2 anticipate hereby the subject-matter of claims 1-2, 4-10 (Art. 33 (1) PCT). 

2. Even by overcoming the above-mentioned novelty objections (Art. 33 (1) PCT) for 
claims 1-2, 4-10 with the introduction of new embodiments, no inventiveness (Art. 33 
(3) PCT) will be acknowledged, as the solution to the problem posed by the present 
application, namely to combine imatinib with other anti-leukemic agents to overcome 
the resistance to imatinib, has been already anticipated by D1 and D2. 

4. D3 suggests the combination of imatinib with other anti-leukemic agents to avoid the 
resistance to imatinib. 

5. D4 and D5 disclose the use of SAHA for the treatment of leukemia. 

6. In light of documents D1-D5, the skilled person would have considered combining 
and testing imatinib with SAHA without the exercise of inventive step. 
Especially since the choice of alternative anti-leukemic agents is considered to be 
a task that the expert in the field routinely accomplishes without the involvement of 
inventive activity. 

Therefore the subject-matter of claim 3 does not involve an inventive step either (Art. 
33 (3) PCT). 
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7. For the assessment of the present claims 4, 6, 7, 1 0 on the question whether they are 
industrially applicable, no unified criteria exist in the PCT Contracting States. The 
patentability can also be dependent upon the formulation of the claims. The EPO, for 
example, does not recognize as industrially applicable the subject-matter of claims 
to the use of a compound in medical treatment, bjut may allow, however, claims to a 
known compound for first use in medical treatment and the use of such a compound 
for the manufacture of a medicament for a new medical treatment. 
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